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[Abstract] Objective To evaluate the efficacy and safety of the oral hexavalent live reassortant rotavirus
vaccine (Vero cells) in preventing rotavirus gastroenteritis in infants aged 6-12 weeks. Methods From March 2019 to
March 2021, a multi-center, randomized, double-blind, placebo-controlled study was conducted at four research sites

in Hebei Province. A total of 2 300 infants aged 6-12 weeks were enrolled, with 1 150 in the vaccine group and 1 150
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in the placebo group by a block randomization method, allocated in a 1:1 ratio. All participants received one dose of
either the oral hexavalent live reassortant rotavirus vaccine or placebo on day 0, day 28, and day 56. Vaccine-related
adverse reactions were observed within 28 days post-vaccination and graded by severity. All cases of acute
gastroenteritis occurring from vaccination to the end of the study were collected. The study period included two
rotavirus epidemic seasons. The protective efficacy of the vaccine was analyzed. Results A total of 2 300 infants were
enrolled in the study, among whom 1 975 participants completed the three-dose vaccination regimen (with 986 infants
in vaccine group and 989 infants in placebo group). The baseline demographic characteristics between the vaccine and
placebo groups were balanced and comparable. A total of 766 cases with 1 193 vaccine-related adverse reactions were
reported, with an incidence rate of 33.33% (766/2 300). The most common vaccine-related adverse reaction was fever,
with no statistically significant difference in incidence between the two groups (P=0.314). Adverse reactions occurring
within 28 days post-vaccination were primarily classified as Grade 1 (19.50%, 448/2 298) and Grade 2 (17.49%,
402/2 298). The vaccine demonstrated a protective efficacy of 81.56% (95%CI: 62.43%-90.95%) in preventing acute
gastroenteritis of any severity caused by rotavirus infections of the vaccine strains. The protective efficacy against acute
gastroenteritis of any severity, severe acute gastroenteritis, and acute gastroenteritis leading to hospitalization caused by
infections of any rotavirus strain was 72.92%(95%CI: 55.55%-83.50%), 89.05%(95%CI: 72.41%-95.65%), and 78.59%
(95%CI: 25.51%-93.85%), respectively. Conclusions The vaccine in this study demonstrates good safety and provides

effective protection against acute gastroenteritis caused by both the vaccine strains and any strain of rotavirus.
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